daKTUYyHa aapeca:

Byn. METANICTIB, 20,

M. KWUiB, YKPAIHA, 03057
Micue3HaxoaXXeHHs:

ByNn. MUXAIIA BOMYYKA, 18-A,
M. KWUiB, YKPAIHA, 01103

A 1GAR

Business address:

20, METALISTIV Str.,KYIV,

03057, UKRAINE

Registered address:

18-A, MYKHAILO BOYCHUK Str., KYIV,
01103, UKRAINE

Ten/dakc (044) 585-34-55 (53, 56)
E-mail: info@igar.ua

phone/fax 380-44-585-34-55
380-44-585-34-56
E-mail: info@igar.ua

CEPTUDIKAT SAKOCTI
Bepecens 2022
Bupoouuk: ToBapucTBo 3 o0Me:keHo10 BianosigaapuicTio "ICAP"
Micuesnaxopkenns: Byl Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue Bupoouuirea (Bupoouuui notysxkHocti): Huaiyin Medical Instruments Co., Ltd.,
Ne 8 West Ming Yuan Road, 223003, Huaian, China
[ponykuisa:  Xipypriuauii loBHU MaTepiaJ, 0 PO3CMOKTY€ThCsl, CHHTIJI TOProBoi Mapku

IGAR (PGA)
IMapris Ne : 202202
KinpkicTs: 39600 mTyk

[{y™m miaTBepKY€EThCS, IO IS JaHO1 MapTii BKa3aHOi BUIIE MPOAYKIIii TPOBOIUTHCS MEPEBIpKa Mepe;t
BIJIMPaBKOIO.

Mu rapaHTy€eMo, 1110 JaHa NapTis TPOLyKIiT Micis HalIoi HepeBipKH 3pa3KiB, 110 Oyiu BiAiOpaHi HUIIXOM
BUIIaJIKOBOT BUOIpKH, BimoBiiae monoxenHsm ctanaapty 1S03485:2016/ NS-EN 1SO 13485:2016 ta €
BIJIMOB1THO KBaTi(hiKOBAHOIO.

CEPTU®IKAT CTEPHWJIBHOCTI
Bepecens 2022
Bupoouuk: ToBapucTBo 3 o0Me:keHo10 BianosigaapHicTio "ICAP"
Micuesnaxopkenns: Bya. Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/daxc: +380445853455
Micre BupoonunrBa (Bupoouuui notyskHocti): Huaiyin Medical Instruments Co., Ltd.,
Ne 8 West Ming Yuan Road, 223003, Huaian, China
[ponykuis:  Xipypriunuii loBHU MaTepiaJ, O PO3CMOKTY€ThCsl, CHHTIJI TOProBoi MapKku

IGAR (PGA)
IMapris Ne: 202202
KinpkicTs: 39 600 mTyx

[{um miATBEpIKYETHCS, 10 BKa3aHy MapTiio NPOAYKIIil OyJI0 MIpOCTEpUII30BaHO Ira30M OKCUY €THUIICHY
nepez BiJIPaBKoOIo.
Mu rapaHTy€eMo, 1110 CUHTLI, SIKUI MPOMIIIOB CTepUITi3alliiiHu IpoIIeC, € CTEPUIIBHUM Ta O€3MEeYHUM IS
TKaHUH JIFOJAMHH.
CEPTU®IKAT AHAJII3Y
Bepecenp 2022

[Tpomyxkris: Xipypriunuii oBHUH MaTepiaJ, 0 PO3CMOKTYEThCA, CHHTIJI TOProBOI MapKH
IGAR (PGA)
[Taprist Ne : 202202 KinpkicTs B maprii: 39 600 mTyk
BurotosneHo: 2022.08 Tepmin npunatHocti: 2025.08
O00’ekT TexHiuni BUMOrH Pe3yabTaTn
nepeBipkKH nepeBipkKH
MirHicTh >490HYV o 518-552
Cuia Koustoua roska 1.0 (USP Posmip 5/0)
MIPOKOITY 1.5 (USP Posmip 4/0) <0.68H 0.51-0.64
2.0 (USP Po3zwmip 3/0)
2.0 (USP Po3zwmip 2/0)
3.0 (USP Po3zwmip 2/0)
3.5 (USP Posmip 0) <0.78H 0.53-0.66
4.0 (USP Po3wmip 1)




5 (USP Po3wmip 2) <0.93H 0.58-0.77
1.0 (USP Po3mip 5/0)
3BOpOTHBOpKYHYA 2.5 (USP Po3swmip 4/0) <0.58H 0.40-0.51
roNKa 2.0 (USP Po3zwmip 3/0)
3.0 (USP Po3mip 2/0) <0.68H 0.43-0.52
Pixy4a cuia 4.0 (USP Po3mip 1) <0.68H 0.44 - 0.60
Tanepkar ;
5.0 (USP Po3zmip 2) <0.78H 0.57 - 0.67
1.0 (USP Poswmip 5/0) >2.25H 7.20-8.30
Cuna 1.5 (USP Posmip 4/0) >4.41H 11.40-15.30
3’ €JHaHHA 2.0 (USP Po3smip 3/0) >6.67H 13.20-20.50
3.0 (USP Po3wmip 2/0) >10.8H 18.10-27.20
3.5 (USP Po3smip 0) >14.7H 24.20-32.30
4.0 (USP Po3mip 1) >17.6H 29.10-41.60
5.0 (USP Po3mip 1) >17.6H 30.50-41.90
Hiametp 1.0 (USP Po3mip 5/0) 0.10-0.149 mm 0.11-0.142
HUTKH 1.5 (USP Po3mip 4/0) 0.15-0.199 mm 0.16-0.173
2.0 (USP Po3wmip 3/0) 0.20-0.249 mm 0.21-0.238
3.0 (USP Po3mip 2/0) 0.300-0.349 mm 0.314-0.338
3.5 (USP Po3mip 0) 0.350-0.399 MM 0.360-0.372
4.0 (USP Po3smip 1) 0.400-0.499 mm 0.415-0.425
5.0 (USP Po3mip 2) 0.500-0.599 mm 0.518-0.526
JlopxuHa 45 cm+5% 45.0
HUTKH 75 cM£5% 75.0
90 cm£5% 90.0
150 cM+5% 150.0
250 cm+5% 250.0
MinnicTs Ha 1.0 (USP Posmip 5/0) >6.67H 9.2-10.4
pO3pHuB 1.5 (USP Posmip 4/0) >9.32H 13.10-18.10
2.0 (USP Po3wmip 3/0) >17.4H 22.40-25.60
3.0 (usp po3mip 2/0) >26.3H 33.80-40.90
3.5 (USP Po3mip 0) >38.2H 42.90-53.20
4.0 (USP Po3wmip 1) >49.8H 65.60-68.90
5.0 (USP Po3wmip 2) >62.3H 75.10-83.20
30BHIIIHIN [ToBepxHs IOBHOTO MaTepially Mae OyTH TJ1a/leHbKO0, YHCTOO Ta Binnosinae
BUTJIAJ OJTHOP1/THOT0, HUTKA Mae OyTH piBHOIO. [ImeTena HuTKa Mae OyTn
BKpHUTa 000JIOHKOIO.
CrepuibHICTD [[ToBHUI MaTepian Mae OYTH CTEPUILHUM Binnosigae
VYnakyBaHHs 30BHIIIHE yIIaKyBaHHA Ma€ OyTH YUCTHM Ta HEYIIKOKEHUM, HAIUCH Binnosinae
Ha HbOMY MAlOTh OyTH YiTKHMH.

BucHoBok: Pe3ynbratn mepeBipky BKa3aHi BUIIE BiANOBIMaI0Th BAMOTAM CTAaHAAPTY 3 CUCTEMH YIIPaBITiHHS

skicTro 1SO13485:2016/ NS-EN 1SO 13485:2016.

Hexmapariiss Ne21-04/2017-1GAR Bim 18 ciuns 2022 poky (pemakitiss 9) mpo BiamoBimHicTe BuMoraMm TeXHIYHOTO
perjiaMeHTy MO0 MeINYHUX BUPOOiB. Jlekmaparris ckiaieHa i mIKoBHTY BiamoBinainsHICTs TOB «lIrapy, mo Bignmosigae
3a BBEJACHHSI MEIMYHOTO BUPOOY B OOIT.
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